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REMARKS 

Claims 1, 2, 6, 10 and 14 have been cancelled as dxaW to the previously elected 
invention- Claims 3, 4, 5, 7-9, 11-17, 19 and 20 are currently under examination in the 
present application. Claims 1-17, 19 and 20 have been rejected. No new matter has 
been added. Applicants reserve the right to refile this subject matter in a continuation 
or divisional application filed during the pendency of this application. 

R^ectionunder8SU-S~C§ 101 
ClaiJtns 1, 2, 6, 10 a,nd 14 were rejected under 35 U.S.C. § 101 as claiming the 
same invention as that of claims 1-5 of U.S. Patent No. 6,258;603. Claims 1, 2, 6, 10 
and 14 have been cancelled, thereby rendering the rejection moot. Withdrawal of the 
rejection is respectfully requested, 

R^ection under 35 U.S.C. § 112(1) 
Claims l-17.and 19 were rejected imder 35 U-S.C % 112 first paragraph as the 
specification is enabling for a method to modulate gene expression in vitro or in a plant, 
it does not reasonably p3X)vide enablement for the method practiced in animals in vivo. 
Claims 1, 2, 6, 10 and 14 have been cancelled, thereby rendering the rejection of these 
claims moot* 

The Examiner rejected the clainas, specifically in regards to using the claimed 
invention in a multicellular orgranism other than a plaint iri vivo, as the specification 
contemplates only gene therapy. Applicants contend that it is understood in the 
relevant art that the use of a method to modulate gene exjiression in multicellular 
organisms does not apply only to gene therapy. It is well Icnown and appreciated to 
those of skill in the art how to utilijse gene expression systems in non-plants, in vivo, 
which wouJ.d include use of such method in both transgenic animals and non- transgenic 
animals. Applicants assert that the specification teaches the use of the claimed method 
to modulate gene expression in vitro and m vivo in plants &nd animals (subjects). The 
specification defijies, on page 9, lines 30-31, that the termj^'subject" means an intact 
plant or animal or a cell firom a plant or animal. The specification describes, in the 
Examples, the use of the method of the present invontion in various cell lines, 
specifically the CHO mammalian cell line and the Kcl67 insect cell line. The use of the 
method to mod ulate gene expression of the present invention in a multicellular 
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brganisra is also contemplated within the specification. Thb specification describes the 
use of the present method to modulate gene expression in transgenic organisms. Page 
1, lines 8-14, of the specification describes that the use of temporal control of gene 
egression is known to be valuable for mammalian applications such as inducible gene 
targeting, overexpression of toxic and teratogenic genes, anti-sense RNA expression and 
gene therapy. The specification, page 1, lines 17-19, further states, that "for both 
animals and plants, inducibiUty can be valuable jfor foreign protein production, for 
example, therapeutic proteins, industrial enzymes, poJymers, and. the like." Likewise, 
the specification on page 7 describes the complementary techniques used in the 
transformation of amnxal cells and regeneration of such transformed cells in transgenic 
animals. Further teachings in the specification can be foun.d page 9, where it is 
taught that use of eukaiyotic cells is preferred because they naturally lack the 
molecules which confer responses to the ligands for the ecdyeone receptor, and as a 
result they are insensitive to the ligands of the invention. 

Thus the Examples in the present application of in vitro mammahan gene 
expression, the teachings in the specification on how to use the gene ejq^ression method, 
and the high level of knowledge and skill in the art. provide suificient disclosure of the 
manner in which the present invention can be made and lised. In view of the foregoing. 
Applicants submit that the present specification provides reasonable enablement to one 
of skill in the art to mate and use the instant invention, and meete the requirements of 
35 U.S.C. § 112, first paragraph. Accordingly, withdrawal of the rejection is 
respectfully requested. 

R^ection under 3S § 102(a) 

Claims 1-17 and 20 were rejected under 35 U.S.C, § 102 (e) as anticipated by 
Albertson al (U.S. Patent No. 6,504,082. effective fihng: date 9/10/1998). Claims 1, 2, 
6, 10 and 14 have been cancelled, thereby rendering the rejection of these claims moot. 
The Examiner suggests that the claims axe anticipated by Albertson et al because the 
reference teaches a method to modulate exogenous gene expression comprising 
contacting a complex comprising a DNA binding domain, a h^and binding domain, a 
transactivation domain and a ligand with a DNA construct comprising the exogenous 
gene under the control of a response element. 
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Applicants contend that the teachinga of Albertson ei al axe anticipated by the 
priority provisional application 60/089,546 filed June 17. 1998. The claims of the 
present application, spedfically the method to modulate extj^ous gene expression 
<?ompriBing contacting a complex comprising a DNA binding domaiii, a Ugand binding 
domain, a transactivation domain and a ligand with a DNA construct comprising the 
exogenous gene under the control of a response element, are supported in priority 
appUc&tions 60/089,546 and 09/210,010, The Ugands conteanplated within the method 
claims of priority applications 60/089,546 and 09/210,010 are stiU explixri.tly described 
and claimed in the ptesent divisional application. Therefoire the present claims, for 
specifically the shared teachings (method of modulating gene expression and certain 
species of Uganda), should enjoy the benefit of the priority applications for those 
particular teachings . 

The specification and claims of priority applications 60/089,546 and 09/210,010 
describe, teach and claim a method to modulate exogenous gene expression comprising 
contacting a complex comprising a DNA binding domain, a ligand binding domain, a 
transactivation domam and a ligand with a DNA construct comprising the exogenous 
gene under the control of a response element. The priority applications describe, teach 
and claim the use of the hgand, methoxyfenozide, as contemplated by Albertson €^ <xh 
AJbertson et al only test tebufenozide, which the present application, as well as the 
priority applications, do not claim and actually teach away from. The priority and 
present applications describe, teach and claim the use of Uganda with improved 
characteristics over tebufenozide. The priority appUcations explicitly described and 
claim the use of the preferred compound, methoxyfenoridQ, as well as improvements 
over the compound (tebufenaxide) tested in Albertson et al Thus, i the instant 
applicatinn should enjoy the benefit of the priority appUcajtwn for the method of 
modulating gene expression and use of the compounds explicitly and implicitly taught. 
Therefore, the Albertson et al reference should not be con'sidered as prior art for the 
teachings it is relied upon for. 

In view of the foregoing, Applicants submit that Albertson al do not anticipate 
the present claims fo^ the reasons stated above, and accordingly withdrawal of the 
rejection is respectfully requested. 
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In view of the foregoing amendments and remarks, Applicaats submit that this 
application is m condition fat aUowance. Therefore, Applicants respectfuUy request 
reconsideration a nd withdrawal of all of the above rejectiohs. 



Respectftilly submitted, 



Camille Jolly vBoraetta, Ph,D. 
KegistratioJa No. 48,592 



RheoGene* Inc. 
2650 Eisenhower Avenue 
Norristown, PA 19403 
Telephone: (610) 650-8734 
Fax: (610)650-8755 



Date; December 9, 2004 
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